
Ms. Jennifer A. James 
Corporate Counsel 
Vita Cube Systems, Jnc. 
480 S. Holly Street 
Denver, Colorado 80246 

Dear Ms. James: 

This is in response to your letter of May 20,2002 to the Food and D,rug Administration 
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission states that Vita Cube Systems, Inc. is making ._, ,, II _. 
the following claims, among others, for the following products: 

Ultra EFA+E 
“EFAs have been shown to support lower levels of bad cholesterol....” 

21 U.S.C. 343(r)(6) makes clear that a statement ,included irrlabe~ing under the authority ” A”.. .^T -*,a. -I . . 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class”of diseases. The st$emnnts,that you are making for these products 
suggest that they are intended to treat, prevent, or mitigate diseases. These claims do not, 
meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that these products 
are intended for use as drugs within the meaning of 2 1 U.S.C. 321 (g)(l)(B), and that they 
are subject to regulation under the drug provisions’ of the Act. If you intend to make 
claims of this nature, you should contact FDA’s Center for- D-rug Evaluation and Research 
(CDER), Office of Compliance, HFD-310,752O Standish Place, Rockville, Maryland 
20855. 
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Your submjssion also states that you are making the following claim, among others, for 
. 

,i 
the product Calmag+: 

“...may aid in prevention of osteoporosis.” 
This statement is not a claim subject to 21 U.S.C. 343(r)(6), but a claim subject to 21 
USC. 343(r)(l)(B). FDA has authorized. a health claim.,on the relationship between ,.* “C, j.*i.x. L j 
calcium and osteoporosis (see 21 CFR 101.72). A dietary supplement that meets‘the 
eligibility and message requirements set forth in this regulation may bear a claim for the 
relationship between calcium and osteoporosis. A health claim on the iabel or in,the 

labeling of a food or dietary supplement that is not in accordance with the requirements in 
21 CFR 101.72 would rnisbraI?d~the.foQdordi~~~~ supplement under 21 USC. 
343(r)(l)(B). Moreover, failure to make a claim ,m accordance with the requrrements in 
21 CFR 101.72 subjects the product to regulation as a drugunder?~~S.C. 32,l (g)( i)(B) 
because the product is intended to treat, cure, prevent, or mitigate a disease, osteoporosis. 

Please contact us if we may be of further assistange. 

Sincerely, 

F 
hn B. Foret 
irector 

Division of Compliance and Enforcement 
Office of Nutritional Products, .Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA: Offke of the Associate Cornn@oner~for ,Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Denver District Office, Office of Compliance, HFR-SW240, 



480 S. Holly Street . 

May 20,2002 

Via Overnight Delivery 
! MAY 2 j: 2002 

Office of Special Nutritionals @?S-430) i, _ 
Center for Food Safety and Applied Nut&on 
Food ant$,l)rpg Administration .__. .. .,..y ._.. . ‘.. 

200 c St. SW 
Washington, DC 20204 

RE: Notification Of “Statements Concerning Dietary Supplements ., 2% 

Dear Sir or Madam: 

Vita Cube Systems, Inc., 480 South Holly Street, Denver, CO 80246 (“V3S”), a packager 
and dist$utor of dietary supplements, hereby notifies the FDA that it has rnade~~~ain .~X, _~ ‘.,” 
structure&mction statements conc@ring its primary line of products. Stru@ue@.u&on 
claims conberning these products were previously reported to your office by letter dated 
December 5,200l when website content’,and a product brochure”,.concerning the products . ,./. ,“..^>,,. 
were submitted. At that time box and bottle copy for labels on the primary line of d” .,- “-x,(,“.-_* ..,*_ ,,,%,,ju_ /, ̂. li&“i .,.? ,__ / 
supplements had not yet been wrrtten. *“-’ * ‘~@iiS.q$ the box and bottle, qopy makes no 
structure/tinction claims additional to the clams in the product brochure or website copy 
&ea& &x&xd,‘~‘& now re&&tirig the verb’a&mbox and bottle, copy to your office. 

This notice is hereby certified as accurate and* omplete. Vita Cube Systems, Inc. has 
substantiation that all statements made in the attached pages are truthful and CO! ) ;,. -,,. ., x,. ,,)___” I r..-r- 
misleading. 

Please call me at 3 03-3 16-4 14 1 if you have questions or comments. 

-52 I-.-- )tTF inA Lst Lq _.,, 9--- 

Jennifer A.‘ James - I,_ .; ~_ !“, ‘ 
Corporate Counsel 
Vita Cube Systems, Inc. 

Encl. 



-- 

ABSORBIT 

* * *Absorbit may help enhance digestion by supporting the break down of all types of foods. 

***The natural plant enzymes in Absorbit may help reduce the risk of allergic reactions. 

***Absorbit contains lactase, an enzyme that may help the body better use lactose (milksugar). “.. , .“,., 

***The ingredients in AlphaNac help the liver eliminate ,free radicals from the body. \jjx ? ,*,_ +,,*.;*.i I ,,.‘“i...,*.-“-~& j *- _ 

***The primary ingredients, alpha-lipoic acid and N-Acetyl-L-Cysteine, make AlphaNac safe 
for daily use. 

*** Alpha-lipoic acid and N-Acetyl-L-Cysteine have been found beneficial for cellular * 11.8 ,il -7 iv’II,~~,” ..z 8. ;*,, I .“iri,.g-.- >,v*“+‘ula,G a,> __ _ _, _ , ,, 

metabolism. 

A0 ELITE 

* * *A0 Elite combines L-+ginine and L-Qr$@ine, to produce an effective formula for _ .~, . 
&creasing circulation‘aqj er&an+g muscle building. 

***Researchers at Stanford University won a Nobel Prize in medicine for their research on the 
&culatqy &Se&s ofIk&gkiki & the body. 

cAwY?-. 

***The sources of calcium used in CalMag+ are 100% lead free. , .; i ,_,. 1/ * ,i ._,. “/ 1/1 ,.,.._ i ji __(,,, lb.,. _, i _, _ ” _ 

***Cal&@+ is a powerful formula that supports bone health and may aid in prevention of 
osteoporosis. 

***Seven different sources of calcium and four diierent forms of magnesium are used” to,help I .” ,- “_ .‘.> .^ ,. “..VI .,.*>/_ ,..“,,^.~ : ._“l .;., ‘_& ’ “v* ‘- ̂  <I 5. :g*‘:-“’ <;-;-!P&J * I 
insure that these elements are available to the body at all times and rn,t& proper amounts. i j . . I *,/*_ ,,,, x,/ #,““,, ,.” ,_; (,_” “3.T ,,: > _,,,. 1. ,A”_ I I 

***Boron is added to support a key bone component. 

COMPLEX SPP . . . . 

***Complex SPP is an efficacious, natural dietary supplement that is beneficial for healthy 
prostrate function., 



***Complex SPP’s proprietary formulation Contains the purest form of Saw Palmetto extract at 
85% fatty acid. 

***Complex SPP may also be beneficial for inflammato,ry relief 

CP COlMpLEX , 

* * *CP Complex combines Vitamin C and Potassium for maximum i-nmune-system function. , 

***Potassium is critical for electrolyte replacement and energy support. . 

***Potassium is crucial to support a balance of fluids in the body. 

GC ELITE 

***GC Elite is formulated to help the body support muscle with the amino acid _ _. -. (.,\ i ‘ _,_, j 
L-Glutamine. 

***L-Carnitine, an amino acid, helps the body convert fatty acids from cells into energy. 
Utilizing these fat stores for energy can result in the body burning fat. 

* * *L-Glutamine may help the body utilize nutrients. 

* ** JSH includes Glucosamine, Chondroitin and MSM, a dynamic trio to naturally improve joint 
health. 

***Cayenne, boswellia and turmeric have natural, beneficial effects on joint health. 

M32+ 

***For maximum absorption, M32+ provides 32 vitamins and, minerals, as well as the VitaCube ,I 
Activating SystemflM. 

***Unique in its class, the M32+ all-star formula conta&rs, c&n&m, B-complex vitamins 
including folic acid, and zinc. 

***All ingredients are derived from natural sources when available and provided in scientifically 
supported dosages. 

***Key ingredients in Q-Lyme may help the body fight against free radical activity. 



* * *Q-Zyme’s peoprietaey formula contains ihe finest herbs, vitamins, minerals to promote 
respiratory health. 

***Potent components in Q-Zyme’s premier formula may aid circulation and stimulate the 
immune system. 

ULTRAEFA+E 

**EFAs may be beneficial in weight management and may stimulate your body’s natural 
production of growth hormone. 

* * *EFAs have been shown to support lower levels of bad cholesterol while en$ouraging higher 
levels of good cholesterol. ‘. 

* **V3 S has added natural vitamin E to enhance muscle recovery from exercise, increase 
immune system function, and aid in cardiovascul& health. 

***Effective assistance for women% cyclical changes in a natural form. . ” __ .,., _, . , _, 

***WNB uses the Women% Herb, Dong Quai, with essential vitamins and minerals to help “.(_ ., ._ “* ._,, 
balance a womer@ hormonal system. 

***Amino acids, thought to be effective for hormonal regulation, are added to this excellent 
proprietary formulation for women. 

ZMA PRO 

***ZMA may provide safe and effective muscle support. 

***Zinc and Magnesium are beneficial minerals that are thought to be critical for a multitude of 
biological fbnctions in&jing immune system function, and muscle support. 

***The VitaCube Activating System, Epimedium Grandiflortnm (Horny goat weed), Potassium, 
Glycerol phosphate and Cayenne may help optimize absorption at the gastrointestinal and 
cellular levels. 





Supplement Facts 

Amount Per Serving %ta7;i 

Zinc (as monomethionine) 20 mg 133% 
Selenium (as selenomethionine) 100 mcg 143%. 

Saw Palmetto Berries Extract (88%.Fatty Acids) 32O.mg l : 
Soybean Oil 200 mg l j 
Pumpkin Seed Oil 50 mg l 

VitaCube Activating System 50 mg l 

Orange Bioflavonoid Complex, Grapefruit 
Bioflavonoid Complex, Alfalfa Leaf, Ginkgo biloba 
Leaf, Spirulina Algae, Cayenne, Apple Pectin, 
Odorless Garlic, ‘I-lsopropoxy Flavone, 
L-Glutathione, Lemon Bioflavonoid Complex, 
Lycopene l%, Dimethylglycine, Potassium 
GlvceroDhosDhate. Rutin. Bromelain. Lutein 5%. 

Soy Lecithin 
Epimedium grandiforlum Herb 
Pygeum afritirium Bark Extract 

20 mg l 

ioing l 

10mg l 

*Daily Value not established. 

Other Ingredients: Gelatin, glycerin, silicon dioxide. 

These statements have not been evaluated by the Food and 
Drug Administration. This product is not intended to diagnose, 
treat, curs, or prevent any disease. 

43v3S” 
VITACUt3E*SYSTEMST” . 

480 Squth Holly Street 
Denver, Colorado 80246 

2 316.8577 fn 
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1.800.313.2234 





Supplement Facts 

, _ 1.1 . I.., ̂. “..“l _ ‘;_~ 
Amount Per Serving %Daiiy 

Value 
3a,cium (from c;d,d”“c &y6ii”~~, ., _ . ” 

:itrate, gluconate, amino acid chelate, 
ascorbate. aspartate, succinate) 250 mg 25% 
hnagnesiurri.(f~~~i”‘iir~g~-~si~~ 6.$de,. 

citrate, gluconate, ascorbate) 100 mg 25% 
“itaCube Aci:i~~~~~~~~~~~,.Pr6~~~~~~,~~n~ r .%ftii . . 

Orange fruit Sibflavbndia‘Complex;’ Grapefruit - 
Bioflavonoid Complex, Alfalfa Leaf, Bioflavonoid Complex, Alfalfa Leaf, Ginkgo btloba 
Leaf, Spirulina Algae, Cayenn 

,.,,._ 
* Leaf. Spirulina Algae, Cayenne, Apple Pectin, L,.“._ ,x I 

Lycopene’l%. timethyigh&e, Poi 
Glycercphosphate,’ Pus .” ,, ” . . ., 

Soy lsoflavones 40% 
Boron (from Boron Citrate) 

‘Daily v-&;‘ n&‘&~bli&&. 

Other Ingredients: Cellulose, steak acid, croscarmellose 
sodium, silicon dioxide, calcium stearate, and a white cellulose 
film-coating containing titanium dioxide. 

*These statements have not been evaluated .by the Food and 
Drug Administration. This product is not intended to diagnose, 
treat, cure, or prevent any disease. 

v3s 
VITACllBE.SYStEMSrM 

480 South Holly Street 
Denver, Colorado 80246 

g 3f6.8577 fn 
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1.800.313.2234 
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http://www.vitacube.com/ecommerce/popspec.asp?spec=absorbit 
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Serving Size 1 Soft Gal Capsule 
Sarvinns Per Container 60 

Supplemen~t. Facts- ..- . , 

x Amount Per Serving %Daily 
Value 

Vitamin E 
y ,,*. “.?&le..L*,-.. .,;_ .A,” “- “~ r _, 

(as d-alpha focopheryl acetate) 
\” 

77.5 IU 258% 

Omega 3 Fatty Acids (as flaxseed oil, marine 
lipid concentrate, rice oil, evening primrose oil, 
sunflower oil, sesame seed oil) 450 mg l 

Omega 6 Faw A3& @.. f,&&.. .bil, &iine “. , x, ,h‘>,, 

lipid concentrate, rice oil, evening primrose oil, 
sunflower oil, sesame seed oil) 175mg l 

Omega $ ~a$.~~T~~,(~~,~~~&~d ijil; d.dii”-& , :. ~*- _ ,. %.._ ..*,_, ) _,__) 

lipid concentrate, rice-oil, evening primrose oil, 
sunflov,ee,oil, sesame seed oil) 200 mg . l 

VitaCube Actiiating sqst&$ .,,I - ‘. ’ % 

,5-e. 

.* 

L / .r (_s*,,L.. . ..,** i G..” > j _,,-,, I “< .I, 
Orange f$iofi&&@id Com$ex, Grapefrurt 

;. 
_.. .__ 

.” .-- 
*Daily Value not established. 

)) _. i 
Other Ingredients : Gelatin, glycerin. 

VITACUBE l SYS.TEMSTM 

480 South. HoZIy Street 
Denver, Colorado 80246 
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